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DETAILED ACTION 

This Office Action is in response to the Remarks, Amendments and Declaration 
filed January 21 , 2005. Claims 53 and 54 have been added. Claims 13 and 34 have 
been amended. Claims 12-14, 33-35, and 48-54 are pending and are examined herein. 

Applicant's arguments are persuasive regarding the 35 USC 1 12(1) rejection 
over the term "antiprogestin" and said rejection is hereby withdrawn. The 35 USC 103 
rejections of the previous Office Action are also withdrawn. The following rejections 
now apply. 

Claim Objections 

Claim 53 is objected to because of the following informalities: there are spelling 
errors. In the third compound, "cyanphenyl" should be "cyanophenyl". Also in the third 
compound, "-17b-hydroxy" should be "-1 7p-hydroxy". Appropriate correction is 
required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 53 and 54 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The claims are indefinite because claim 53 cites a 
published document. It is unclear what limitation to the claims Applicant intends by 
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including the references into the claim. Claim 54 is rejected for depending from an 
indefinite claim. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 12-13, 33-34 and 48-52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Garfield et al. (USPN 5470847) in view of Teutsch et al. (USPN 
4,447,424). 

Garfield et al. teaches a method of contraception comprising the administration of 
NOS inhibitors (Abstract; col. 1, lines 6-15; col. 3, line 55-col. 4, line 6; col. 4, lines 40- 
45). L-NAME is disclosed as a preferred NOS inhibitor (col. 4, lines 7-35). The 
reference does not teach the administration of a NOS inhibitor in combination with an 
antiprogestin for contraception. 

Teutsch et al. teaches a method of contraception by administration of an agent of 
the invention in a dosage of 25-200 mg/day (col. 28, lines 30-34). The agents are 
taught for both anti-implantation and abortive activities (col. 57, line 50-col. 58, line 18). 
Mifepristone is within the scope of the compounds disclosed and is specifically taught 



Application/Control Number: 10/043,232 Page 4 

Art Unit: 1617 

as a compound useful in the invention disclosed therein (col. 8, lines 3-59; col. 31 , lines 
57-59). 

It would have been obvious to one of ordinary skill in the art to add the 
mifepristone of Teutsch et al. to the contraceptive treatment of Garfield et al. because 
both Teutsch et al. and Garfield et al. are directed to methods of producing 
contraception and it is well established that it is prima facie obvious to combine two 
compositions each of which is taught by the prior art to be useful for the same purpose, 
in order to form a third composition to be used for the very same purpose. In re 
Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980). Accordingly, one 
would have been motivated by an expectation of similar or improved success in 
achieving contraception. 

Claims 12, 14, 33, 35 and 48-52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Garfield et al. (USPN 5470847) in view of Jones et al. (USPN 
5462949). 

Garfield et al. teaches a method of contraception comprising the administration of 
NOS inhibitors (Abstract; col. 1, lines 6-15; col. 3, line 55-col. 4, line 6; col. 4, lines 40- 
45). L-NAME is disclosed as a preferred NOS inhibitor (col. 4, lines 7-35). The 
reference does not teach the administration of a NOS inhibitor in combination with an 
antiprogestin for contraception. 

Jones et al. teaches that methods of contraception via the post coital 
administration of antiprogestins is well known in the art (col. 1, lines 44-47). 
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It would have been obvious to one of ordinary skill in the art to add the 
antiprogestins, as taught by Jones et al., to the contraceptive treatment of Garfield et al. 
because both Jones et al. and Garfield et al. are directed to methods of contraception 
and it is well established that it is prima facie obvious to combine two compositions each 
of which is taught by the prior art to be useful for the same purpose, in order to form a 
third composition to be used for the very same purpose. In re Kerkhoven, 626 F.2d 
846, 850, 205 USPQ 1069, 1072 (CCPA 1980). Accordingly, one would have been 
motivated by an expectation of similar or improved success in achieving contraception. 

It is also noted that "where the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

Claims 12, 33, 48-54 are rejected under 35 U.SC 103(a) as being unpatentable 
over Garfield et al. (USPN 5470847) in view of Chwalisz et al. (USPN 5439913). 

Garfield et al. teaches a method of contraception comprising the administration of 
NOS inhibitors (Abstract; col. 1, lines 6-15; col. 3, line 55-col. 4, line 6; col. 4, lines 40- 
45). L-NAME is disclosed as a preferred NOS inhibitor (col. 4, lines 7-35). The 
reference does not teach the administration of a NOS inhibitor in combination with an 
antiprogestin for contraception. 

Chwalisz et al. teaches the compounds as instantly claimed as competitive 
progesterone antagonists useful for contraception (Abstract). Chwalisz et al. teaches 
the use of the competitive progesterone antagonists as a means of inhibiting the 
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implantation of a fertilized egg (col. 2, lines 55-65). It is also taught that at higher 
dosages, an abortive effect can be achieved (Abstract). 

It would have been obvious to one of ordinary skill in the art to add the 
competitive progesterone antagonists of Chwalisz et al. to the contraceptive treatment 
of Garfield et al. because both Chwalisz et al. and Garfield et al. are directed to 
methods of contraception and it is well established that it is prima facie obvious to 
combine two compositions each of which is taught by the prior art to be useful for the 
same purpose, in order to form a third composition to be used for the very same 
purpose. In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980). 
Accordingly, one would have been motivated by an expectation of similar or improved 
success in achieving contraception. 

It is also noted that "where the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

Response to Arguments 

Applicant's arguments filed January 21, 2005 have been fully considered but they 
are not persuasive. Applicant's arguments that the two teachings operate via a different 
mechanism are not persuasive. The field of endeavor for the teaching references is the 
same, namely a method of contraception. The fact that the teachings operate via a 
different mechanism provides more motivation to combine, not less, because there 
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would be an expectation of providing enhanced results by simultaneously solving a 
single problem in more than one manner. 

Applicant's arguments as they pertain to the declaration are not persuasive for 
the reasons given below. 

Response to Amendment 

The declaration under 37 CFR 1 .1 32 filed January 21 , 2005 is insufficient to 
overcome the rejection of claims 12-14, 33-35, and 48 based upon the 35 USC 103 
rejection over Garfield et al. in view of Teutsch et al. as set forth in the last Office action 
because: the declaration is not commensurate with the scope of the claims. Applicant 
has shown experimental results comprising only a pair of NOS inhibitors and a single 
antiprogestin. The scope of the claims is broad in that it encompasses all NOS 
inhibitors and all antiprogestins. The showing of unexpected results with a pair of NOS 
inhibitors in combination with a single antiprogestin is insufficient to overcome the 
instant rejections. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gregory W Mitchell whose telephone number is 571- 
272-2907. The examiner can normally be reached on M-F, 8:30 AM - 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



gwm 




